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DECLARATION UNDER 37 CFJt §1,131 

Assistant Commissioner for Patents 
Washington* DC 20231 

Dear Sir: 

1. Jon A. Wolff, an inventor, hereby declare as follows: 

U I am an inventor of the captioned application and Director of a laboratory where intravascular 
delivery procedures have been performed under my direction. 

2. 1 hereby submit laboratory notebook pages written by a scientist in my laboratory which 
describes our process of delivering nucleic acids prior to the filing date of the Mann et al. 
reference cited in the Office Action. 

3. It is known to me and directed by me that the process performed in the notebook pages 
utilizes injecting a solution containing nucleic acids into a blood vessel lumen and increasing 
hydrostatic pressure in the lumen, and, delivering the nucleic acids to cells outside of the 
blood vessel via the increased pressure as described in the present specification. 

4. It is known to me that the results shown in the notebook pages indicate expression in 
extravascular cells (cells outside the vessel). 

I hereby declare that all statements made herein of ray own knowledge are true and that all 
statements made on information and belief are believed to be true; and further that these 
statements were made with the knowledge that willful false statements and the like so made are 
punishable by fine or imprisonment, or both, under Section 1001 of Title 18 of the United States 
Code and that such willful false statements may jeopardize the validity of the application or any 
patent issued thereon. 
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1 ml of SS with 20, 40, 80, 120 ug DNA and DOtra twosomes in molar ratio no, 1/0.5, 1/1 and l/l ,5 were 
injected into portal vda After 2 days liver was divided at 4 fragments and assay was performed for every 
fragment as usually. 
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Inti* Portri vein toitetkm. 

In aD samples were DNA 120 ug, DOPE 120 ug. The temperature was 37. 
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1 - 600 ug DNA in 150 id + 5 ml NSS 

2 - ( 600 vg DNA in 150 ul + 1 ml NSS) + ( 600 ug DOIm in 120 vt + 4 ml NSS), 
iOtipul was injected in every animal. 
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Intra Over Injection 

1 - 120 ug DNAand 120 ug DOIm in 1 mlNSS 

2 - 1 20 ug DNA and 1 20 ug DOIm in I ml Mannitd (2 0%) 
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